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Attorney Docket No. A3 5066 072261.0131 

PATENT 



IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



Patentee 



Patent No. 



Hagen et al. 



Granted 



November 15, 1998 



For 



Expression of Factor VII Activity in Mammalian Cells 



REQUEST FOR CORRECTION OF NOTICE OF FINAL DETERMINATION AND 
EXPEDITED ISSUANCE OF CERTIFICATE OF PATENT TERM EXTENSION 



Attention: Ms- Karen Ferriter 

Mail Stop Patent Extension 
Commissioner for Patents 
Box 1450 

Alexandria, VA 22313-1450 
Sir: 

It has come to the attention of the Patentee that the Notice of Final Determination dated 
M arch 22, 2004 does not list the correct owner of the above-referenced patent. The correct 
owner of the patent is Novo Nordisk Health Care AG, Attached is a marked-up copy of the 
Notice of Final Determination. 



CERTIFICATE OF FACSIMILE TRANSMISSION 

I hereby certify that this paper for Patent No. 4,7SO,950 is being 
facsimile transmitted to the Patent and Trademark Office on ihe date 
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Attorney Docket No. A35066 072261.0131 

PATENT 

The attached Notice of Final Determination shows the error corrected in red ink as 
follows; 

Under the heading "Owner of Record", please replace "ZymoGenetics, Inc." with 
-Novo Nordisk Health Care AG-. 

In support of this correction, Patentee submits a copy of a (1) Notice of Recordation of 
Assignment Document dated March 30, 2004, (2) Recordation Form Cover Sheet dated March 
24, 2004, and (3) Assignment of Patents and of June 1, 1984 Agreement Relating to Human 
Blood Coagulation Factors as Amended, which assigns the above-referenced patent from 
ZymoGenetics, Inc. to Novo Nordisk Health Care AG. The assignment document was recorded 
at the Assignment Branch at the USPTO on March 24, 2004. Therefore, Patentee submits that 
the correct owner of record for the above-referenced patent is Novo Nordisk Health Care AG. 

Patentee requests the issuance of a corrected Notice of Final Determination. 

In accordance with the correction, please list Novo Nordisk Health Care AG as the owner 
of record for the above-referenced patent in the Certificate of Patent Term Extension and in the 
Official Gazette. 

In addition, Patentee requests expedited issuance of the Certificate of Patent Term 
Extension. 



NY02:48 1044,1 



2 



PAGE 3118 * RCVD AT 415/2004 5:07:14 PM [Eastern Daylight TimeJ < SVR:USPT0-EFXRF-1/5 « DM9411 * CSID: * DURATION (mm-ss):04-54 



04/05/2004 16:10 FAX 



0004 



Attorney Docket No. A35066 072261,0131 

PATENT 



Patentee believes that no fee is required in connection with this submission. However, 
should any fee be required or any overpayment made, the Commissioner is hereby authorized to 
charge any fees or credit any overpayment to Deposit Account 02-4377. A duplicate copy of this 
paper is provided. 

Respectfully submitted, 



BAKEIUJOTTS L.L.P. 
Lisa B. Kole 

Patent Office Reg. No. 35,225 



Attorney for Patentee 

30 Rockefeller Plaza 

New York, NY 10012-4498 

(212)^408-2500 



NY02:481044.1 



3 
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MAR 2 2 2304 



United States Patent and trademark Office 



COHMteSIQNCft FOR FATChl1= 

United STAtea Patent ah& Tnaoemark Oftice 

P.O. BOX 1-4HO 
ALEXANDRIA, VA ££3|3-I<i5d 



Baker & Botts LLP 
30 Rockefeller Plaza 
New York NY J 01 12 



Lisa B. Kole 



Re: 



Patent Term Extension 

Application for 

ITS. Patent No. 4,784,950 



NOTICE OF FINAL DETERMINATION 



A determination has been made that U.S. Patent No. 4,784,950, which claims the drug product 
NOVOSEVEN® (rhFVIIa) and methods of use of said product, is eligible for patent term 
extension under 35 U.S.C. § 156. The period of extension has been determined to be five years. 

A single request for reconsideration of this final determination as to the length of extension of the 
term of the patent may be made if filed within one month of the date of this notice. Extensions of 
time under 37 CFR § 1. 136(a) are not applicable to this time period In the absence of such 
request for reconsideration, the Director will issue a certificate of extension, under seal, for a 
period of five years . 

The period of extension, if calculated using the Food and Drue Administrations determination of 
the length of the regulatory review period published in the Federal Register of 68 Fed. Reg. 3534, 
pursuant to 35 U.S.C. § 156(c), would be: 

Period of Extension - 44 (Testing Phase) + Approval Phase 

= V4 (2,904- 171) + 1,050 
2,417 days (6.6 years) 

Since the regulatory review period began May 29, 1988, before the patent issue date (November 
15, 1988), the period from May 29, 1988 until and including November 15, 1988 has not been 
included in the above determination. (See 35 U.S.C 156(c)("the regulatory review period.. .which 
occurs after the date the patent issued. ") No determination of a lack of due diligence under 35 
U.S.C. § 156(c)(1) was made. 

The limitation of 35 U.S.C. § 156(g)(6)(A), however, operates to reduce the period of extension 
determined above to a period of five years. 

Thel4 year limitation of 35 U.S.C. § 156(c)(3) does not further limit the term of the extension in 
the present situation. (The approval date was March 25, 1999, thus the 14 year limit would be 
March 25, 2013. Since March 25, 2013 is after November 15, 2010, the 14-year limit does not 
apply.) 

Upon issuance of the certificate of extension, the following information will be published in the 
Official Gazette; 



U.S. Patent No.: 



Granted: 



4,784,950 
November 15, 1988 



Applicant: 



Hagen et al. 



PAGE 811 8 ' RCVD AT 41512004 5:07:14 PM [Eastern Daylight Time] • SVR:USPT0€FXRF-1/5 ' DNIS:8729411 • CSID: • DURATION (mm-ss):04-54 



_04/05/2004 16:11 FAX 



1009 



U.S. Patent No. 4,784,950 




Title: 



Owner of Record: 



jfemoGeftetiop, Inc . 

Expression of Factor VII Activity in Mammalian 
Cells 



Classification: 



435/068 



Product Trade Name: 



NOVOSEVEN® (rhFVIIa) 



Term Extended: 



Five Years 



Extended Expiration Date . November 1 5, 20 1 0 



Any correspondence with respect to this matter should be addressed as follows: 



By mail: Commissioner for Patents 



Box Patent Ext. 
P.O. Box 1450 
Alexandria, VA 22313^1450 



By FAX: 



(703) 872-9411 



Telephone inquiries related to this detemiination should be directed to the undersigned at 
(703)306-3159. 



Kann L. Ferriter 
Senior Legal Advisor 
Office of Patent Legal Administration 
Office of the Deputy Commissioner 
for Patent Examination Policy 



Office of Regulatory Policy FDA Docket No.:NOVOSEVEN® (rhFVIIa) 

HFD-13 RE: 99E-5112 
5600 Fishers Lane, 
Rockville, MD 20S57 

Attention; Claudia Grillo 
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MARCH 30 , 2004 

BAKER BOTTS L.L.P. 

CARMELLA L. STEPHENS 

30 ROCKEFELLER PLAZA - 44 FL. 

NEW YORK, NY 10112 



PTAS 



UNITED STATES DEPARTMENT OF COMMERCE 
Patent and Trademark Office 

ASSISTANT SECRETARY AND COMMSSCTVER 
□F PATEMTS AND TRADEMARKS 
Washington, O.C S0231 



inmiiiiniii 



*7DQ074iiaar 



UNITED STATES PATENT AND TRADEMARK OFFICE 
NOTICE OF RECORDATION OF ASSIGNMENT DOCUMENT 

THE ENCLOSED DOCUMENT HAS BEEN RECORDED BY THE ASSIGNMENT DIVISION OF 
THE U.S. PATENT AND TRADEMARK OFFICE. A COMPLETE MICROFILM COPY 15 
AVAILABLE AT THE ASSIGNMENT SEARCH ROOM ON THE REEL AND FRAME NUMBER 
REFERENCED BE LOW . 

PLEASE REVIEW ALL INFORMATION CONTAINED ON THIS NOTICE > THE 
INFORMATION CONTAINED ON THIS RECORDATION NOTICE REFLECTS THE DATA 
PRESENT IN THE PATENT AND TRADEMARK ASSIGNMENT SYSTEM. IF YOXt SHOULD 
FIND ANY ERRORS OR HAVE QUESTIONS CONCERNING THIS NOTICE, YOU MAY 
CONTACT THE EMPLOYEE WHOSE NAME APPEARS ON THIS NOTICE AT 703-30B-9723 . 
PLEASE SEND REQUEST FOR CORRECTION TO: U.S. PATENT AND TRADEMARK OFFICE r 
ASSIGNMENT DIVISION, BOX ASSIGNMENTS, CG-4, 1213 JEFFERSON DAVIS HWY, 
SUITE 320/ WASHINGTON, D.C. 20231. 



RECORDATION DATE: 03/24/2004 REEL/ FRAME : 014455/0539 

NUMBER OF PAGES I 1 

BRIEF; ASSIGNMENT OF ASSIGNOR'S INTEREST (SEE DOCUMENT FOR DETAILS). 
ASSIGNOR: 

ZYMOGENETICS, INC. DOC DATE: 09/28/2000 

ASSIGNEE : 

NOVO NORDISK HEALTH CARE AG 
UNTERE HE S LI BACHS TRAS SE 4 6 
ZURICH KUSNACHT, SWITZERLAND 
CH- 
8700 

SERIAL NUMBER: 0 6810002 
PATENT NUMBER: 4784950 



FILING DATE: 12/1 6/1 9B 5 
ISSUE DATE: 11/15/1939 
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Bon 



014455/0539 PAGE 2 



SATJNDRA BALLENGER, EXAMINER 
ASSIGI5MENT DIVISION 
OFFICE OF PUBLIC RECORDS 
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FILE NO. A3 5096 072261 .01 3T 



RECORDATION FORM COVER SHEET 
PATENTS ONLY 



U.S. DEPARTMENT OF COMMERCE 
Patent and Trademark Office 



To the Honorable Commissioner of Patents and Trademarks: Please record the attached original documents or copy thereof. 

1 , Nnmc of conveying paity(ira): 

ZymoGenatics, Inc. 
Additional nomc(s) of conveying parry (jes) anached? 

[)Yes «No 



3. Nanus of conveyance; 

Assignment 
[ ] Security Agreement 



[ ] Merger 

[ ] Change of Name 



Other: First assignment recorded at Reel/frame 
004533/0462 
Execution Date; September 28, 2000 



2. Name and address of receiving pBrty(ies) 
Name: Novo Nordlsk Health Care AO 



Address: 



Untere Heslibachstrasse 46 



City: Zurich Kusnacht Sta ie: zip: CH-8700 

Additional name(s) and addressees) attached? Country; Switzerland 
[] Yes fc/No 



4, Application number(s) or patent number(s) 4,784,950 

If this document is being filed together with a new application, the execution daie of the application is 
A. Patent Application No.(s) B. Patent No.(s) 



Additional numbers attached? 



□ Yes 



Name and address of party to whom correspondence 
concerning document should be mailed: 



Name: 



BAKER BOTTS LL.P. 

30 Rockefeller Plaza - 44 Fl. 

New York. NY 10112 



j/jNO 



6. Total number of applications and patents involved: 1 



7. Total fee (37 CFR 3.41): 



S 40 



[ ] Enclosed 

Authorized to be charged to deposit account 



8. Deposit account number : 

02-4377 (Charge any additional fees to this account) 
(Attach duplicate copy of this page if paying by deposit 
account) 



DO NOT USE THIS SPACE 



9. Statement and signature 

To ike best of my knowledge and belief, the foregoing instrumentation is true and correct and any attached copy is a true copy of the 
original document. 



Carmella L Stephens 



N&me of Person Signing 

Page 1 of 2 

Total number of pages including cover sheet, attachments and document: 



ClAASfidlu. March 24, 2004 



Signature 



Date 
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Q|013 
F?. 20/^6 



Assignment of Patents and of June 1, 1984 Agreement 
Relating to Human Blood Coagulation Factors as Amended 

This Assignment Agreement of September 28, 2000 Ate "AmmiMift ™, *u ^_ ^ 

W^AS, 2GI is engaged.generally m ^ „ Search ^ development of biopharmac^ca! 
WlffiREAS ZGI and Novo Ihdustri A/S entered into an agreement dated June U 984 relate to 

S?^t S ^ GI Tf^ 40 aSS i ea T t ° ^ the Factor VII Agreement and transfer to NN all of 
ZGI s light, title and interest in the Licensed Patents (as defined below); 

NOW THEREFORE, IT IS HEREBY AGREED AS FOLLOWS: 

ARTICLE 1 
Definitions 

SECTION 1.1. 'Effective Assignment Date" ma*™. September 28, 2000. 

SSJSIli^ 7 acMM * d] f to tf «Mi any patent or patent application that U within a patent 
family hated m Append 1, except 83-23C2 (US Patem^Jicktion No. 07/765 4^nly Sft 

not be lunrted to selection patents, provisfonel applications, patent appUcSioT dTviSonT 

JSTSilSSJS^^ 5hBU <«> ^ i iS 

roent Term Restoration Act, (b) extensions of patents under Japanese Patent Law to 
Supplementary Protection Certificate* for members of the European paSZve^on end ottS 



SedPaJi'is. 12 ^ ^ NWBfc « OT ^ P»*» encompassed by the 
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• ") • , NO. 536 p. 21/56 



ARTICLE 2 
at of Factor VT T Agreemen t 

SECTION 2.1. Assignment . As of the Effective Assiflnment 7rri . 

in and to the Factor vn Agreement and the LJcttued^a^mu °* 8 I *Sht> title and interest 

li*i%lde^.et^^ fUrtha, orJSto. and 



ARTICLE 3 

A-^prnm^rrt pee 

States dollars (US$81 000 000 1 1«« S. ™1 , mw *f "W 1 * <*■ mlUion lW»d 

«H tarn NN £ » SffSm i£KM2B^F,J2!^ * 

Date that are attributabU to vear MOfruLnL ^ 3 ?f ™? befc " s *• E^k*" Assignment 



ARTICLE 4 

Transfer of Licensed Pate^ f? 

l^flii receipt of the assignment fee set forth fai atittpt i? i ™j & n ^ ^ . 
Assignment Data, ZGI shall begin the Zw££^E**L f^T^ ^ 
. and/or control of a, Uoa3lSirS^S I rtSfiS ^T? rf ""t* - * 
assignment documents, copying offfles 2 mClU<te 6X60011011 of * 

•wrtsncev^tnemuoia.lyaEr^^ sxecuMd to 
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documented out of pocket expenses, incuired in effectuating the transfer of Licensed Paw* m 
NN within thirty 00) days of NN's receipt of ZGI's Invoice detailing J* 



ARTICLES 
Warranty by 7fiT 



ZGI warrants that n, to the best of its knowledge and belief in the absence of specific current 
mqinry, owns the entire right, title end interest in the Licensed Patents, that the inventors listed in 
the Lwensed Patents are accurately and completely listed in all material respect and that it has 
given to NN, its parent company Novo Noidjsk AfS or other affiliates owned by Novo Nordisk 
A* all mformation relating to Licensed Patents in ZGft possession or under to tSJJjK 
ZGI deems material to this Agreement. **iwwi wnicn 

ARTICLE 6 

IndfiTTintfirotlilrl 

SECTION6.1. Personal Injury or Property D r ^. NN shall indejnrJ^ and hold ZGI 
harmless from and agamst any and all claims, judgments, costs, awards, expanses (including but 
not limited to, any attorney s fees) or liability of any kind arising out of personal imury or 
property damage caused or alleged to be caused by NN's or NN's affiliates' exercise „f rights to 
Licensed Patent. In addition, NN or NN's affiliates shall assume all obligations for wWies 
and product liability claw* that accompany or result from the sale or use of any Product, and 
shaU indemnify and hold ZGI harmless from and against any and all claims, judgments, costs 

J™* ^ customers and relating to such warranty obligations or product liability claims. 

l^^r^L • NN shall maintain and cause its affiliates to maintain appropriate 

product UabUrfy insurance with respect to development, manufacture and sale of Products in such 
^ J °^ ! ^ N 2° r its f^***. «f omarily maintains with respect to sales of Its other products. 
NN audits affiliates shall maintain such insurance for so long as NN or its affiliate continues to 
manufacture or sell Products, and thereafter for so long as NN or its affiliates customarily 
maintains insurance with respect to sales of its other products. . 

SECTION 63. IndarmMcaflonbyZGL ZGI shall irulemWty and hold NN and Novo Nordisk 
harmless from and against any and all claims, judgments, costs^ awards, expenses (including, but' 
not Minuted to, any attorney's fees) or liability of any kind'arising from breach of a vmaaiy of 

SECTION 6.4. Survival. The obligations of this ARTICLE 6 shall survive the expiry or 
termination, fer whatever reason, of this Agreement. 
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ARTICLE 7 
General 

SECTION 7 % 1. Governing Law . This Agreement shall be governed In aJl respects by the laws of 
the State of New York. 

SECTION 7J2. Dispute Resolution - ZGI and NN will use their best efibrta to settle all matters 
in dispute amicably. All disputes and differences of any feind related to this Agreement, which 
cannot be solved amicably by the Parties, shall be referred to arbitration as described below. 
However, before a dispute or difference is referred to arbhnrtion, the CEO of 2X31 and the CEO of 
Novo Nordlsk A/S (through a request to this extent from NN) shall make a final attempt to solve, 
the matter amicably. All disputes arising out of or in connection with the present contract shall be 
finally settled under the Rules of Arbitration of the International Chamber of Commerce by one 
arbitrator appointed in accordance with the said Rules. The arbitration shall take place in New 
York City and shall be conducted in the English language. The awari of the arbitrator shall be final 
and binding on both ZGI and NN, ZGI and NN bind themselves to cany out the awards of the 
arbitrator. 

SECTION 7.3. Entire Agreement . This Agreement and the Appendices hereto constitute the 
entire agreement between the parties and supersede all prior oral and written agreements, 
understandings or arrangements relating to the subject matter hereof. No addition to or 
modification of any provision of this Agreement shall be binding upon the parties, unless made 
in writing and signed by a duly authorized representative of each of the parties* 

SECTION 7.4. Severability , The parties agree that, if any provision of this Agreement shall for 
any reason he held to be invalid or unenforceable, such provision shall he enforced to the 
maximum extent permitted "by law and the parties" fundamental intentions hereunder^ and the 
remaining provisions hereof shall not be affected* impaired or Invalidated and shall continue in 
AiU force and effect 

SECTION 7.5. Headings . The article and section headings contained herein are fbr reference 
only and shall not be considered a part of this Agreement, nor shall they in any way affect the 
Interpretation hereof. 

SECTION 7.6. Counterparts. This Agreement may be ctacuted in two or more counterparts y 
each of which shall be deemed an original, but all of which together shall constitute one and the 
same instrument , 
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ten 



IN WITNESS WHEREOF, NN and ZOI have caused this Agreement to be executed in 
their names by their properly and duly authorized officers or representatives. 



signed aftex Extraordinary Shareholders tiee-ti^g 
axid Board Meetings were held: 

Novo Noudisk Health Care AG 




Genera] Manager Board Member 



ZymoGenetics, Inc, 




President & CEO 
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APPENDIX 1 
Licensed Patents 



ZGI 

Patent 

Family 

83-23, 
except 83- 
23C2(US 
Patent 
AppLNo. 
07/765,452 
only as it 
applies to 
Factor DC 
and not to 
Factor VII) 
89-20 



90-07 



Novo 

Nordisk 

A/S 

References 
3138 



None 



None 



3598 
4607 
5214 
5295 

3129 



Parent 

Application 



US 

application 
Sar. No. 
724,311 



US 

application 

Ser.No. 

471,313 

USSN 
07/662,920 



DK87/ 03235 
(completed as 
WO 

68/10295 



Include 

US 

Patent 
4.7B4.950 



5,288,629 
5,824,639 



5,788,965 
5,817.788 
5,833,982 
6,039,944 
5.86U74 
5,580,560 



Denvent Title 



DNA construct used to tranrfeot hosts to 
produce protein which activates to give 
factor Vila 



New modified foe tor VTJ to treat and 
prevent coagulation disorders - has a 
reduced susceptibility to activation by 
plasma factor Xa and inhibits clotting 
activity of wild type factor Vila 
Modified factor VH for use as an anti- 
coagulant - inhibits tissue factor activity 
but is unable to activate plasma factors 
JCorXI 

Mutated numanfaWor VET or. Vila 
proteins - with amino aoid substitutions 
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Fish & Richardson p.c, w ks™.n.v. 

ir/H Floor 

Washington, DC 2000J 
Telephone 

Facsimile 

Date April 19, 2004 

Wch Site 

To Ms. Karin L. Ferriter . wwwir.com 
U.S. Patent and Trademark Office 
Office of Patent Legal Administration 



Telephone: 

Facsimile number 703-S72-941 1 

Phone number 703-306-3159 

From Scott B.Markow 

Re Patent Term Extension 
Our Ref.: 00231-112001 

Number of pages 
including this page 28 

Message 



NOTE- This facsimile is intended for the addressee only and may cont *^ 

lS W you have received this facsimile In error, please Immed.ately c* 10 us collect at 

202 783-5Q70 to arrange for it9 return. Thank you. 
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